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(54) MICRO-EMULSION PREPARATION CONTAINING 
HARDLY SOLUBLE DRUG 

(57) Abstract: 

PURPOSE: To provide the titled preparation containing a 
.harpj^water-spluble jJjM., an 0I ' component having a 
^pecffic^O.B^r^'^^pWfic surfactant and water and 

having excellent stability and transcutaneous 

absorbability. 

CONSTITUTION: The titled preparation contains 
0.05W15wt% hardly water-soluble drug (e.g. steroidal 
anti-inflammation agent, analgesic anti-inflammation 
agent, antihistaminic agent, anti mycotic agent, local 



anesthetic, antibiotic substance, insect repellent, 
etc.), 1W40wt% oil component having an I.O.B. of 
0.22W0.85 (e.g. dijJkyl carbovcylate, polyhydric alcohol 
fatty ocid ester, etc.). nn oil component having an 
I.O.B. of 0W0.2 {e.g. olrve oil, synthetic ester oil, 
squalane, etc.), 0.5Wl5wr% hydrophific surfactant (e.g. 
polyoxyethyiene sorbitan fatty acid ester) and water. 
The em unification of the micro -emulsion preparation can 
be carried out preferably under agitation at a high 
speed using a pressurized emulsfficr. an ultrasonic 
eniuisificr, a high-speed revolution-type emulsifier, etc. 
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Example 3 Emulsion 
(Prescription) 

( 1 ) tolciclate 3 % 

(2) diphenhydramine 0.5 

(3) dibutyl phthalate 30 

(4) olive oil 3 

(5) fluid paraffin 2 

(6) decaglycerol raonooleate 7 

(7) POE (60) hardened castor oil 3 

(8) propylene glycol 5 

(9) glycerol 2 

(10) ethanol 7 

(11) anti-septic agent suitable amount 

(12) purified water balance 
(Method of preparation) 



" Component (1) was added to component (3 ) , and was 

dissolved by application of heat. While the solution was 
being cooled to 40 °C, components (4), (5) and (2) were 
successively added to the solution and an oil phase was thus 
prepared. On the other hand, components (6) and (7) were 
added to components (8) and (9), and were dissolved by 
application of heat. while the solution was being cooled to 
40 °C, components (12), (10) and (11) were successively added 
to the solution and an aqueous phase was thus prepared. 
Then, while the oil phase was being added to the aqueous 
phase, an emulsif ication step was carried out as a pre- 
emulsif ication using a homomixer at 10 r 000 rotations per 
minute for 2 minutes. Then, further emulsif ication step was 
carried out 8 times using a Manton Gaulin homogenizer at 250 
Kg/cm 2<3) to obtain the desired micro-emulsion of 0.1 ^un in 
particle size. 
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